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but is anticipated to be reflective of the prevalent variants in circulation at the time and
location of the clinical evaluation. Performance at the time of testing may vary depending on
the variants circulating, including newly emerging strains of SARS-CoV-2 and their
prevalence, which change over time.

WARNINGS:

For in vitro diagnostic use under FDA Emergency Use Authorization only.
For Prescription Use only.

This product has not been FDA cleared or approved, but has been authog
use by FDA under an EUA for use by the authorized laboratory.
This product has been authorized only for the detection and differ

detection and/or diagnosis of COVID-19 under Sectio
and Cosmetics Act, 21 U.S.C. § 360bbb-3(b)(1), unle
authorization is revoked sooner.
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